A n estimated 53.9 million people in the United States report having 1 or more musculoskeletal disorders, with per capita medical expenditures averaging more than $3,578. 1 As musculoskeletal conditions represent some of the leading causes of restricted activity days, 2 many of these individuals seek care from or are referred to a physical therapist. In 2007, Americans of all ages had more than 164 million ambulatory visits for physical therapy. 3 Individuals typically seek physical therapy services through either direct access or physician referral. The term direct access, in this report, will be defined as patients seeking physical therapy care directly without first seeing a physician or physician assistant to receive a script or referral for physical therapy services. Some studies have suggested that early or direct access to physical therapy can reduce waiting time, improve convenience, reduce costs for the patient and health care system, and improve recovery time. 4 -6 The results of these studies directly support recent health care reform efforts in which legislators and health care providers have sought to provide efficient care through cost reduction and optimizing patient outcomes.
In response to the growing literature supporting physical therapy's role in primary care, 47 out of 50 states (United States) currently have legislation that provides for some form of direct access to physical therapy. However, various barriers prevent physical therapists from practicing in a direct access capacity. Many of these 47 states limit direct access to certain physical therapists' qualifications, specialty areas, or condition/ diagnostic codes. Furthermore, physical therapists may require referrals from medical providers due to legal constraints, third-party payer requirements for reimbursement, and hospital bylaws. Finally, there is a lack of public awareness and autonomous health-seeking behavior among consumers. 7 Consequently, even though most physical therapists have direct access privileges through their state practice acts, the large majority of patients are still managed through episodes of care that are initiated by physician referral.
Despite the growing body of scientific literature in support of consumer direct access to physical therapy, the only systematic review that, in part, evaluated the impact of physician referral versus direct access on outcomes and costs was published in 1997 by Robert and Stevens. 4 The review 4 found that the main advantages for direct referral to physical therapy were significant reductions in waiting times, convenience, and reduced costs for the patient. However, there was little evidence in the published literature at that time to make conclusions about recovery time, outcomes, or cost to the health system. There have been a number of articles published since the mid-1990's on this topic, 8 -15 and we are unaware of any recent reviews published on this topic.
The purpose of this study was to establish the effects of direct access and physician-referred episodes of care in individuals receiving physical therapy based on a systematic review of peer-reviewed literature. Published data regarding clinical outcomes, practice patterns, utilization, and economic data were used to characterize the effects of direct access versus physician-referred episodes of care. We hypothesized that policies permitting patients to seek physical therapy directly would result in decreased health care costs and similar patient outcomes. We also hypothesized that there would be no evidence of increased harm related to direct access compared with physician-referred episodes of physical therapy. The relevance of a systematic review at this time is that additional scientific weight can be provided to guide the physical therapist's role in health care reform and serve as a concise report to improve the ability of consumers, legislators, hospital administrators, and third-party payers to synthesize the existing literature and make conclusions regarding the quality and cost-effectiveness of primary access physical therapy.
Method Data Sources and Searches
Databases of CINAHL (EBSCO) (restricted to humans, January 1990 -July 2013), Web of Science (restricted to articles, 1990 and later), and PEDro (1990 and later) were searched last on July 5, 2013. Limits were not placed on language when conducting all searches because we did not want to exclude articles written in the Spanish language, one author's second language. All searches were restricted to 1990 to present because we wanted to specifically focus on more recently published literature to improve generalizability of results, reflecting changes in modern practice patterns and updated interpretations of the search terms "direct access" and "open access." We searched the databases using combinations of the key words "direct access," "primary care," "physical therapy," "physiotherapy," and "open access." In addition to these key words, we searched Ovid MEDLINE (1990 and later) using a comprehensive list of Medical Subject Headings (MeSH) terms related to our topic. The full electronic search strategy and results for the Ovid MEDLINE database are listed in Table 1 as an example of the searches performed in this review.
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Study Selection
Studies had to satisfy all of the following criteria to be included in this review: (1) included patients with greater than 85% musculoskeletal injuries treated by a physical therapist in an outpatient setting, (2) included original quantitative data of at least one group that received physical therapy through direct access or direct allocation to a physical therapist without seeing a physician, (3) included original quantitative data for at least one group that received physical therapy through physician referral, (4) greater than 50% of the patients in both groups had to have received physical therapy, and (5) included assessment of at least one of the following: outcomes of physical therapy (improvement or harm), cost, or outcome measures that would affect cost or outcomes (use of imaging, pharmacological interventions, consultant appointments, and patient satisfaction). Among all articles read in full text, studies were excluded if they were written in a language that the authors did not speak (all languages except English and Spanish).
Data Extraction
Titles and abstracts were screened by the authors (H.A.O. and T.E.D.). Full texts were obtained for any article that could not be ruled out based on the specified inclusion criteria. The Figure lists our search strategy, also referenced in the "Results" section of the article. The primary characteristics were extracted from each study. Results of the direct access and physician referral groups from each study were extracted for outcomes of interest at all time frames (most studies collected outcomes during the course of physical therapy, at discharge, or both). These outcomes of interest were: costeffectiveness, number of physical therapy visits, discharge outcomes, imaging use, medication use, patient or physician satisfaction, number of additional referrals, additional care sought, or evidence of harm to the patient, physical therapist, or facility. Because of the conceptual heterogeneity in dependent variable measurements and lack of reports of variability around point estimates, we were unable to pool data and calculate effect sizes. Therefore, means or differences between means were listed for each outcome measure extracted, and standard deviations and ranges were reported as available (if not reported, the study did not report the information).
Quality Assessment
The validity of studies using a between-group comparison was evaluated by 2 authors not blinded to authors or journals. We used the Oxford 2011 Centre of EvidenceBased Medicine (CEBM) recommendations to rate each article's level of evidence 16 and the Downs and Black checklist 17 to assign a methodological quality score to each article because all of our included studies were nonrandomized. See Table 2 and Appendix 1 for descriptions of the CEBM levels of evidence and Downs and Black checklist criteria. The level of evidence was determined across studies for the purpose of assigning a grade of recommendation to synthesize results; however, level of evidence was not utilized as an exclusion criterion due to the limited number of articles that met our defined criteria.
All studies were independently scored using a modification of the Downs and Black tool 17 by 2 reviewers (H.A.O. and R.S.S.) who were blinded to each other's results. After scoring, any disagreements were resolved by discussion (T.E.D.). The Downs and Black checklist is a tool that can be used to assess the methodological quality of nonrandomized studies. We developed guidelines, specific to our study type, to improve agreement between raters (Appendix 1). Reliability between reviewers' initial Downs and Black checklist scores was calculated using the kappa coefficient. Similar to other previously published reviews, 18 -20 the tool was slightly modified for use in our study by dropping 2 checklist items from our analysis. We decided that criterion 17 ("In trials and cohort studies, do the analyses adjust for different Figure.
The flowchart outlines the search strategy. Because of the conceptual heterogeneity in dependent variable measurements and lack of reports of variability around point estimates, we were unable to pool data and calculate effect sizes. lengths of follow-up of patients, or, in case-control studies, is the time period between the intervention and outcome the same for cases and controls?") was not a good evaluation of quality because the follow-up period in many studies was initial evaluation to discharge, which was influenced by one of our primary outcome measures (number of physical therapy visits). Criterion 27 ("Did the study have sufficient power to detect a clinically important effect where the probability value for a difference being due to chance is less than 5%?") also was not scored because we consulted a statistician who believed that significance found should not be influenced by post hoc power analyses and a difference between groups is either significant or not at study end, regardless of how much power was assumed a priori. 21 The maximum score on the scale was 26, as one item had a potential of 2 points and we omitted 2 criteria (Tab. 2).
Data Synthesis and Analysis
After assigning a level of evidence to each article according to the CEBM criteria, the data were synthesized by the primary author (H.A.O.), stratified by outcome measure utilizing grades of recommendation A to D according to the CEBM criteria (see Tab. 3 for a description of each grade of recommendation). If the majority of articles showed a statistically significant difference between groups, the results were considered consistent across studies for that outcome measure. Likewise, if half of the articles that reported on an outcome measure showed a significant difference and the other half did not reach significance, the results were considered inconsistent.
Results
Abstracts of initially identified articles (nϭ1,501) were screened for eligibility. The Figure displays our search strategy, and Table 1 lists the results of the Ovid/MEDLINE electronic search. There was one article 22 that, from the title, seemed to meet our inclusion criteria; however, we were unable to obtain the abstract or full text to determine eligibility for inclusion, and no contact information was available for the authors. Accordingly, we were able to obtain 8 studies in full text that met our inclusion criteria. Two of the 8 included studies-Holdsworth et al 13 and Webster et al 14 -investigated different outcomes from the same population and cohorts, so this 
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review summarized the results from 7 datasets reported across the 8 included studies. The most common reasons for exclusion were lack of analysis on our outcomes of interest and no direct comparison of direct access and referral interventions, as specified in the "Method" section of the article. Table 2 lists characteristics of each study included in this review and the level of evidence using the CEBM criteria (levels ranged from 3 to 4). None of the studies which met our criteria were randomized; 4 were nonrandomized prospective cohort studies, and 4 were nonrandomized retrospective cohort studies. The Downs and Black checklist scores are reported in Table 4 and ranged from 13 to 22 out of a total of 26 points. Interrater reliability for the Downs and Black checklist scoring (H.A.O. and R.S.S.) was kappaϭ.931 (PϽ.001; Cohen kappaϮ.025 standard error). Any differences in rating were resolved through consensus. Results were summarized qualitatively by outcome measures (included below) and are presented in further detail in Table 2 . Data synthesis results are presented in Table 3 .
Health Care Costs
Data from the included studies supported a grade B recommendation that costs to patient or insurance companies per physical therapy episode of care were less when patients saw a physical therapist directly versus through physician referral, likely due to less imaging ordered, injections performed, and medications prescribed. Four studies 9, 11, 13, 15 reported on cost differences between direct access and physician referral groups, and all reported lower costs (to the patient, insurance company, or health system) in the direct access group during the participants' episode of care. Pendergast et al 11 found the mean allowable amounts during the episode of physical therapy care were approximately $152 less for physical therapy-related costs and $102 less for non-physical therapy-related costs, amounting to over $250 less for total costs per episode of care (PϽ.001). 
therapy visits per patient episode of care with 4 studies (levels 3 and 4) 8, 9, 11, 12 reporting that patients in the direct access group had significantly fewer visits and 2 studies (level 3) 13, 15 reporting no significant difference between groups. Of note, both studies conducted in the United States 9,11 that collected data on number of visits showed a significant difference between groups. Pendergast et al, 11 who included the largest number of participants (direct access group, Nϭ17,362; physician referral group, Nϭ44,755) of the 6 studies, reported a mean difference of 1.1 visits between groups (PϽ.001).
Mitchell and de Lissovoy 9 reported the largest mean difference, with the direct access group using 20.2 visits compared with the physician referral group using 33.6 (PϽ.0001); however, this study was conducted in 1997, so it might not reflect more recent practice patterns.
Adjunctive Testing and Interventions (Imaging and Pharmacological Interventions)
There was a grade B recommendation that less adjunctive testing and fewer interventions were prescribed when a patient received physical therapy through direct access compared with physician referral. All 3 studies 9,13,15 looking at pharmacological interventions showed significant differences between groups. 
Patient Satisfaction
The data of the included studies indicated a grade B recommendation that patients reported a higher level of satisfaction when they received physical therapy through direct access versus physician referral. The 2 studies 14,15 that investigated satisfaction showed that patients in the direct access group reported greater satisfaction compared with patients in the physician referral group. Webster et al 14 showed 5% more of the participants in the direct access group were satisfied or very satisfied (PϽ.001). Hackett et al 15 showed 9% more of the participants in the direct access group evaluated management of their condition as average or above average, although it was difficult to conclude whether the level of significance (PϽ.01) would have been the same if only direct access and physician referral groups were compared because the study ran these tests among 3 groups (including one group for which data was not extracted).
Patient Outcomes and Harm
A grade C recommendation was suggested by data from the included studies that patients receiving physical therapy through direct access versus referral had better outcomes at discharge. Four studies 8, 12, 13, 15 reported on discharge outcomes, and although all of the studies showed improved outcomes in the direct access group, the differences reached significance in 2 studies 8, 12 (one level 3, one level 4 Data from the included studies indicated a grade C recommendation that individuals seen by a physical therapist in a direct access capacity did not result in harm because only one level 4 study reported on this outcome measure. Moore and colleagues 10 retrospectively compared harm between direct access and physician referral groups. There were no reported adverse events in either group resulting from physical therapist diagnosis and management, no credentials or state licenses modified or revoked for disciplinary action, and no litigation cases filed against the US government in either group over a 40-month observation period. The sample sizes in that study were quite large, with 50,799 patients included in the direct access group and 61,854 patients included in the physician referral group. It is commonly thought that physical therapists seeing patients in a direct access capacity would result in overlooking serious diagnoses that could mimic musculoskeletal presentations, thereby putting the patient's health at risk. Contrary to this conception, Moore et al cited samples of diagnoses identified by physical therapists in the study, which included Ewing sarcoma, Charcot-Marie tooth disease, fractures, nerve injuries (long thoracic, suprascapular, and spinal nerve root injuries), posterior lateral corner sprain, osteochondritis dessicans, ankylosing spondylitis, tarsal coalition, compartment syndrome, and scapholunate instability. Of note, compared with the other studies in this review that involved civilian physical therapists, the large majority of physical therapists in this study were military physical therapists, with 8% civilian physical therapists, many with specialized training. Approximately 38% of the physical therapists had board-certified training in one or more specialties (eg, orthopedics, neurology, sports), and 88% had attended a specialty training course.
Results Summary
Due to limitations inherent in study design, differences in number of participants between groups, and other potentially confounding variables, we believe our most relevant findings are that patient and health care costs were not greater in the direct access group compared with the physician referral group. Furthermore, these results do not indicate that patients seen through direct access received more visits or achieved inferior outcomes compared with those who were referred by physicians. Harm was not reported in the majority of the studies; however, one large-scale study examining military physical therapists showed no harm when individuals received direct access physical therapy. Given that patients in the direct access group received fewer medications and less imaging while achieving similar or superior discharge outcomes, the results from this review suggest a relative decreased risk of harm in the direct access group, potentially due to fewer side effects of medication or less exposure to imaging radiation.
Discussion
The purpose of this review was to determine whether health care costs were less and outcomes were improved if individuals received physical therapy care through direct access compared with physician referral. All studies (level 3-4 evidence) reporting on cost showed decreased cost in the direct access group (grade B recommendation), likely due to decreased imaging, number of physical therapy visits, and medications prescribed. Similarly, all studies (level 3-4 evidence) showed the same or better discharge outcomes (grade C), achieved in fewer physical therapy visits (grade C), with increased satisfaction (grade B) in the direct access group and without any evidence of increased risk of harm to the patient (grade C). This preliminary support for improved outcomes in the direct access group potentially could be due to earlier initiation of physical therapy. These observations are consistent with prior individual studies that collectively support improved outcomes for patients and decreased costs associated with earlier initiation of physical therapy clinical management. [23] [24] [25] [26] Between-cohort differences in each study were generally small in magnitude; however, they could result in meaningful optimization of patient outcomes and decreases in costs when distributed over the large US health care environment. In summary, findings from this systematic review support the safety, efficacy, and cost-effectiveness of physical therapist services by way of direct access compared with physician-referred episodes of care.
Little previous work has been conducted to critically evaluate and synthesize the literature related to physical therapy clinical management obtained through direct access. The previous systematic review on this topic by Robert and Stevens published in 1997 4 examined a related Direct Access Versus Referred Physical Therapy Episodes of Care question, reporting results from studies largely conducted within the National Health Service of the United Kingdom. Similar to the results of this review, Robert and Stevens found improved waiting time, recovery time, convenience, and costs among patients receiving physical therapy through direct or open access. However, in this report, the terms "direct access" and "open access" seem to have been defined as expeditious physical therapy referrals from generalist physicians, such as "on-demand" physical therapy clinics, which reflects a gatekeeping model, with the GP initiating the physical therapy referral. We believe our review was able to more directly focus on results of direct access physical therapy defined by the consumer self-referring for physical therapy. Another review recently published by Desmeules and colleagues 27 focused on physical therapists in advanced practice or extended scope roles compared with usual care by physicians and other medical providers for patients with musculoskeletal disorders. Similar to our findings, the review found advanced practice care may be as (or more) beneficial than usual care by physicians in terms of treatment effectiveness, use of health care resources, economic costs and patient satisfaction.
In contrast, in our review, we investigated a group of physical therapists, the majority of whom were not practicing in advanced practice roles (7 out of 8 studies exclusively focused on physical therapists without any special training reported who largely held master's or bachelor's degrees), and still found advantages in terms of treatment effectiveness, use of resources, economic costs, and patient satisfaction over initial physician care. As the annual percentage of civilians who are board-certified physical therapy specialists has been steadily increasing, perhaps the profession is progressing in skill level to more frequently serve in these advance practice roles. However, in the interim, our review suggests the current basic training and competency requirements are sufficient for physical therapists without this specialized training to function in a direct access capacity.
Various methodological limitations were identified in the literature, which should be addressed in future studies. Dependent variable measurements and data reporting were so heterogeneous that data could not be pooled through meta-analytic procedures. Fewer than half of the included studies (3 out of 8) were conducted in the United States, which is relevant because of the unique payer arrangements and practice regulations involving physical therapists in the US health care market. Furthermore, health care costs vary substantially across countries, thus cost savings and expenditure cannot be generalized. All included studies involved an outpatient orthopedic practice environment, so other practice areas were underrepresented. There was no randomization of study participants to groups, and blinding of participants was not conducted. This approach is relevant because, in addition to potentially limiting inferences that can be made regarding cause and effect based on the evidence, there is a possibility for the influence of uncontrolled selection bias among individuals who self-refer for physical therapy through direct access.
From the results of the logistic regression conducted by Holdsworth and Webster, 12 individuals in a single health district (nϭ679) in Scotland who engaged in direct access utilization of physical therapist services were significantly more likely to report male sex, younger age, shorter symptom duration, and engagement in paid employment than individuals who received physical therapy in physician-referred episodes of care. Subsequently, Leemrijse and colleagues 8 reported as the results of a logistic regression analysis that individuals in the Netherlands (nϭ10,519) who are younger, with higher educational attainment, nonspecific spine symptoms, recurrent symptoms, and prior treatment by a physical therapist were significantly more likely to have direct access to physical therapist services than individuals who were referred by a physician. Although this information reflects characteristics that may be over-represented in the direct access group, these findings also provide valuable information that can be used to guide preparation for physical therapists to function in a direct access environment. Finally, publication bias and selective reporting within each study could have introduced risk of bias to our summary of evidence.
The consistent results identified across the several moderate-quality studies included in this systematic review may form a solid basis for policy and payment decisions that would facilitate delivery of physical therapist services through direct access. 8, 9, [11] [12] [13] [14] [15] 28 Some form of direct access to physical therapist services is currently available by statute in 47 out of 50 states (United States), 29 as well as internationally. 8, 15 However, self-referral accounts have been estimated to account for as little as 6% to 10% of referral volume 30 in some direct access states. One reason for this limitation is that most third-party payers do not compensate physical therapists for evaluation and management of patients who self-refer for physical therapy.
† In addition, direct access is unrecognized as a † A recommended process for third-party health insurance organizations to calculate the economic benefit of consumer direct access to physical therapy is presented in Appendix 2.
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covered route of access to physical therapy in the United States at the federal level. These legislators and payers should consider the potential for improved patient outcomes and significant health care cost savings by facilitating more widespread direct access to physical therapist services. A common argument made by proponents of physician referral against more widespread direct access to physical therapist services has been potential adverse effects on patient safety. However, no scientific literature is currently available to support this claim. In the United States, the Commission on Accreditation in Physical Therapy Education (CAPTE) criteria support the ability of all physical therapists to engage in the delivery of physical therapy through direct access. Furthermore, direct access to physical therapy is commonplace in many other countries even though the large majority of physical therapists practice with a bachelor's or master's level education. In the United States, the large majority of physical therapist programs are doctor of physical therapy programs; however, a comparatively low percentage of physical therapists practice in a direct access capacity due to these various barriers.
In conclusion, this review suggests that physical therapists practicing in a direct access capacity have the potential to decrease costs and improve outcomes in patients with musculoskeletal complaints without prescribing medications and ordering adjunctive testing that could introduce harm to the patient. At a minimum, the results presented in this report show no evidence of greater costs or increased number of visits or harm when patients selfrefer directly to a physical therapist. Finally, despite self-referring for physical therapy, it appears that patients continue to be engaged with physicians throughout their course of care; thus, it is unlikely that widespread implementation of direct access to physical therapy will reduce demand for seeking care from other practitioners. The potential benefit of direct access to physical therapy in other practice settings should be further explored, as well as alternate pathways for providing health services that take advantage of the safety, efficacy, and costeffectiveness of direct access physical therapy. Direct Access Versus Referred Physical Therapy Episodes of Care Are the main outcomes to be measured clearly described in the introduction or "Method" section?
A point was not awarded if the main outcome to be measured was first mentioned in the "Results" section.
3 Are the characteristics of the patients included in the study clearly described?
A point was awarded if inclusion or exclusion criteria, or both, were indicated.
4
Are the interventions of interest clearly described? A point was awarded only when the intervention was clear and specific. For the purposes of this review, we interpreted "clear and specific" to mean direct mention of groups being direct access compared with referral with or without further descriptors of what this constituted.
5
Are the distributions of principal confounders for each group of participants to be compared clearly described?
Two points were awarded if a study reported any possible confounders (eg, sex ratios, age, comorbidities, severity of injury) that might account for differences between groups clearly in table format. One point was awarded if the study indicated that groups were matched for any such demographical variables or if potential confounders were mentioned in the text of the article but not clearly listed in table format. No points were awarded if the study did not report any confounders.
6
Are the main findings of the study clearly described?
A point was awarded if quantitative data were reported for all of the main outcome measures indicated in the introduction or "Method" section.
7
Does the study provide estimates of the random variability in the data for the main outcomes?
A point was awarded if the interquartile range (for non-normally distributed data), standard error, standard deviation, or confidence intervals (for normally distributed data) were reported. If the distribution of the data was not described, we assumed that the estimates used were appropriate, and we answered "yes" (1 point).
8 Have all of the important adverse events that may be a consequence of the intervention been reported?
A point was awarded if any adverse events, unwanted side effects, or lack thereof were explicitly indicated from either referral or direct access interventions. Although adverse events were outcome measures extracted from the studies in this review, we believed that they also were indicative of comprehensive reporting. A point was not awarded if a study made no mention of the presence or absence of adverse events (eg, loss of license of a therapist, minor or serious side effects of intervention) in the direct access or physician referral groups.
9
Have the characteristics of patients lost to followup been described?
The authors of this tool indicated that this question should be answered "yes" where there were no losses to follow-up or where losses to follow-up were so small that findings would have been unaffected by their inclusion. For the purposes of this review, a point was awarded if a study explicitly reported that there were no losses to follow-up or if the losses to follow-up accounted for a maximum of 10% of the sample of participants originally enrolled in the study (or up to 5% of the original number of participants assigned to each direct access and physician referral group). No point was awarded if the study did not report the number of patients lost to follow-up or this information could not be obtained from the tables, figures, or text of the study.
10
Have actual probability values been reported (eg, .035 rather than Ͻ.05) for the main outcomes, except where the probability value is less than .001?
A point was awarded if the exact P value was provided for both statistically significant and nonsignificant results for at least the main outcome measures. A point was not awarded if a study simply indicated that the results for the main outcome measures were not significant without providing the exact P value.
(Continued)
Direct Access Versus Referred Physical Therapy Episodes of Care Were the patients in different intervention groups (trials and cohort studies), or were the cases and controls (case-control studies) recruited from the same population?
A point was awarded when participants from both direct access and physician referral groups were recruited from the same population. Otherwise, a point was not awarded (eg, a point was not awarded when all participants from the physician referral group received care at clinic A and all participants in the direct access group received care at clinic B, because they could have represented 2 distinct populations).
22
Were study participants in different intervention groups (trials and cohort studies), or were the cases and controls (case-control studies) recruited over the same period of time?
A point was awarded when the study provided a specific time line for patient recruitment (prospective studies) or when data were collected between reported dates of patient care (retrospective studies).
23
Were study participants randomized to intervention groups?
A point for random allocation was awarded if random allocation of patients was stated in the "Method" section of the article. The precise method of randomization need not be specified. Quasirandomization allocation procedures, such as allocation by bed availability, did not satisfy this criterion. For crossover study designs, a point was awarded when participants were randomly allocated in the order in which treatments were received.
24
Was the randomized intervention assignment concealed from both patients and health care team until recruitment was complete and irrevocable?
The study did not receive a point unless the participants were randomly allocated and the methods for ensuring random allocation were specified.
25
Was there adequate adjustment for confounding in the analyses from which the main findings were drawn?
A point was awarded unless the effect of the main confounders was not investigated or confounding was demonstrated, but no adjustment was made in the final analyses.
26
Were losses of patients to follow-up taken into account?
A point was awarded as long as the number of dropouts lost to follow-up accounted for less than 10% of the initial number of total participants or a maximum of 5% from each group. The question was answered with "unable to determine" if the number of patients lost to follow-up were not reported or could not be deduced from the outcome data (ie, initial and final sample sizes not indicated).
Power
27
Did the study have sufficient power to detect a clinically important effect where the probability value for a difference being due to chance is less than .05?
For the purposes of this evidence-based review, this question was omitted.
a For original criteria, refer to Downs and Black. 17
